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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 
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In re Patent Application of: 
Sanford D. Markowitz 



Application No.: 10/649591 



Confirmation No.: 4997 



Filed: August 26, 2003 



Art Unit: 1642 



For: METHODS AND COMPOSITIONS FOR 
CATEGORIZING PATIENTS 



Examiner: Not Yet Assigned 



PETITION UNDER 37 C.F.R. 1.53(b) 



MS Missing Parts 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Dear Sir: 

In response to the Notice of Omitted Items mailed June 8, 2005, Applicants file this 
petition under 37 C.F.R. 1.53(b). 

The Notice of Omitted Items states that page 1 has been omitted from the specification. 
Applicants respectfully assert that page 1 was filed at the PTO as of the effective filing date of 
August 26, 2003. 

As evidence that the application, including page 1, was deposited with the PTO, 
Applicants enclose a copy of the itemized postcard, dated August 26, 2003 (Exhibit A). 
Therefore, Applicants maintain that the patent application was mailed with page 1 included. See 
MPEP §503. 

A copy of page 1 as filed is enclosed (Exhibit B). It is Applicants' standard procedure to 
prepare an internal record copy of the patent application as filed, at the time of fiHng. The 
enclosed page 1 is an exact duplicate of page 1 as found in the internal record copy. 
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In the event that this petition is decided unfavorably, Applicants request that the content 
of page 1 of the application as filed be incorporated by reference from the parent application, 
serial no. 10/274,177, filed October 18, 2002. The parent application is cited as a priority 
document in the Application Data Sheet filed in the present application, and incorporated by 
reference by virtue of the paragraph at page 57, lines 26-30. A copy of page 1 of the 10/274,177 
application is included herewith as Exhibit C. It will be apparent that, by incorporating lines 11- 
28 of page 1 of the 10/274,177 application, the present application will be restored to its original 



Please charge our Deposit Account No. 18-1945 in the amount of $400.00 covering the 
fee set forth in 37 CFR 1.17(f). The Director is hereby authorized to charge any deficiency in 
the fees filed, asserted to be filed or which should have been filed herewith (or with 
any paper hereafter filed in this application by this firm) to our Deposit Account No. 18-1945, 
under Order No. CWRU-P03-003. A dupHcate copy of this paper is enclosed. 

Dated: '2- RespectfiiUy submitted, 



condition. 
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X Applicant claims snnall entity status. See 37 CFR 1 .27 


Art Unit 


1642 


TOTAL AMOUNT OF PAYMENT | ($) 400.00 


Attorney Docket No. 


CWRU-P03-003 



METHOD OF PAYMENT (check all that apply) 



None 



I [check [^Credit Carxi | [Money Order | [ 
[ I Deposit Account Deposit Account Number: 18-1945 Deposit Account Name; 



[ [ Other (please identify): 



Ropes & Gray LLP 



For the above-identified deposit account, the Director is hereby authorized to: (check all that apply) 
I I Charge fee(s) indicated below [j^ Charge fee(s) indicated below, except for the filing fee 

S Charge any additional fee(s) or underpayment of credit any overpayments 
fee(s) under 37 CFR 1.16 and 1.17 «— » 



FEE CALCULATION 



1. BASIC FlUNG, SEARCH, AND EXAMINATION FEES 





FILING FEES 


SEARCH FEES 


EXAMINATION FEES 






Small Entltv 




Snraii Entity 


Fee ($) 


Small Entltv 


ADDllcation Tvoe 


Fee{« 


Fee{?) 


Fee(« 


Fee ($) 


Fee{« 


Utility 


300 


150 


500 


250 


200 


100 


Design 


200 


100 


100 


50 


130 


65 


Plant 


200 


100 


300 


150 


160 


80 


Reissue 


300 


150 


500 


250 


600 


300 


Provisional 


200 


100 


0 


0 


0 


0 



Fees Paid ($) 



2. EXCESS CLAIM FEES 

Fee Description 

Each claim over 20 (including Reissues) 
Each independent claim over 3 (including Reissues) 
Multiple dependent claims 
Total Ciaims Extra Claims Fee ($) 

47. -47= X a 



Small Entltv 
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3. APPLICATION SIZE FEE 

If the specification and drawings exceed 100 sheets of paper (excluding electronically filed sequence or computer 
listings under 37 CFR 1.52(e)), the application size fee due is $250 ($125 for small entity) for each additional 50 
sheets or fraction thereof. See 35 U.S.C, 41(a)(1)(G) and 37 CFR 1.16(s). 
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- 100 = /50 (round up to a whole number) x = 

4. OTHER FEE(S) 

Non-English Specification, $130 fee (no small entity discount) 
Other (e.g., late filing surcharge): 1462 Petitions to the Director (Group 1 ) 



Fees Paid ($) 

400.00 



SUBMITTED BY 



Signature 




Registration No. a-t qja 
(Attorney/Agent) *f / , Q ^ *t 


Telephone (617)951-7685 


Name (Print/Type) 


John D. Quisel 





I hereby certify that this correspondence is being deposited with the U.S. Postal Service with sufficient postage as First Class Mail, in an 
envelope addressed to: IViS Missing Parts, Commissioner for ^tents, P^. Box 1450, Alexandria, VA 22313-1450, on the date shown 




9788600.1 



CO 

o 

I 

CO 



CO 



CO 
CD 
O 
CO 
^ 
CO 

CNI 
CO 



CO 

o 
o 

CNJ 
CD 

CNJ 

w 

13 
O) 

< 



Q 
■o 

c 
O) 



T3 

c 

CJ3 



O 
z 

o 
o 

LU 

1^ 

I O 
■ DC 
O 

u. 

C/) 

z 
o 

b 
O 

Q. 

o 
o 

Q 

: < 

CO 
Q 
; O 
X 
- 

u 

2 



X 



CO 

> 



CO 

u 



< I- 



O) 



w 

0) 
<D 
-C 

00 

2, 

(A 
C3> 
C 

I 



<i> 

Q. 



i5 

o 

0) 

Q 



1 



ex. 

< 

c 
o 

CO 



D) 
OS 
Q. 



-i s S 



TO 

o 



(0 

c 



Q. 



CO S9 

^ (3 

I I .1 i 

^ I 2 i 

3 I- < q: 



Atiy. Dkt. No. CWRU-POj j03 

METHODS AND COMPOSITIONS FOR CATEGORIZING PATIENTS 

CROSS-REFERENCE TO RELATED APPLICATIONS 
5 This application is a continuation-in-part of U.S. Patent Application No. 

10/274,177, filed October 18, 2002, which is a continuation-in-part of U.S. Patent 
. Application No. 10/229,345, filed August 26, 2002, and both of the aforementioned 
patent applications are incorporated herein by reference. 

10 FUNDING 

Work described herein was funded, in part, by grant number 1 UOl CA-88130-01 
from the National Cancer Institute. The United States govenmient has certain rights in 
the invention. 

15 BACKGROUND 

Colorectal cancer, also referred to herein as colon cancer, is the second leading 
cause of cancer mortality in the adult American population. An estimated 135,000 new 
cases of colon cancer occur each year. Although many people die of colon cancer, early 
stage colon cancers are often treatable by surgical removal (resection) of the affected 

20 tissue. /Surgical treatment can be combined with chemotherapeutic agents to achieve an 
even higher survival rate in certain colon cancers. However, the survival rate drops to 
5% or less over five years in patients with metastatic (late stage) colon cancer. 

Effective screening and early identification of affected patients coupled with 
appropriate therapeutic intervention is proven to reduce the number of colon cancer 

25 mortalities. It is estimated that 74,000,000 older Americans would benefit from regular 
screening for colon cancer and precancerous colon adenomas (together, adenomas and 
colon cancers may be referred to as colon neoplasias). However, present systems for 
screening for colon neoplasia are inadequate. For example, the Fecal Occult Blood Test 
involves testing a stool sample from a patient for the presence of blood. This test is 

30 relatively simple and inexpensive, but it often fails to detect colon neoplasia (low 
sensitivity) and often even when blood is detected in the stool, a colon neoplasia is not 
present (low specificity). Flexible sigmoidoscopy involves the insertion of a short scope 



Methods and compositions for categorizing patients 

Funding 

Work described herein was funded, in part, by grant number 1 UOl CA-88130-01 
from the National Cancer Institute. The United States government has certain rights in 
the invention. 

Related Applications 

This application is a continuation-in-part of and claims the benefit of the filing 
date of U.S. Patent Application No. 10/229,345, filed August 26, 2002, and incorporated 
by reference herein in its entirety. . . . 

Background 

Colorectal cancer, also referred to herein as colon cancer, is the second leading 
cause of cancer mortality in the adult American population. An estimated 135,000 new 
cases of colon cancer occur each year. Although many people die of colon cancer, early 
stage colon cancers are often treatable by surgical removal (resection) of the affected 
tissue. Surgical treatment can be combined with chemotherapeutic agents to achieve an 
even higher survival rate in certain colon cancers. However, the survival rate drops to 
5% or less over five years in patients with metastatic (late stage) colon cancer. 

Effective screening and early identification of affected patients coupled with 
appropriate therapeutic intervention is proven to reduce the number of colon cancer 
mortalities. It is estimated that 74,000,000 older Americans would benefit from regular 
screening for colon cancer and precancerous colon adenomas (together, adenomas and 
colon cancers may be referred to as colon neoplasias). However, present systems for 
screening for colon neoplasia are inadequate. For example, the Fecal Occult Blood Test 
involves testing a stool sample from a patient for the presence of blood. This test is 
relatively simple and inexpensive, but it often fails to detect colon neoplasia (low 
sensitivity) and often even when blood is detected in the stool, a colon neoplasia is not 
present (low specificity). Flexible sigmoidoscopy involves the insertion of a short scope 
into the rectum to visually inspect the lower third of the colon. Because the 
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